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Office Action Summary 


Application No. 


Applicant(s) 



. is/are withdrawn from consideration. 


ftSSSS5KSS?5E SEES* 18 SET T0 EXPIRE 3 - M0NTH(S) FR0M 

earned patent term adjustment. See 37 CFrT7M(d) 9 communication, even if timely filed, may reduce any 

Status 

1M Responsive to communication® filed on 16 April 2004 . 
2a)D This action is FINAL. 2 b)B This action is non-final 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 o.G. 213. 
Disposition of Claims 

4) S Claim(s) 11-31 is/are pending in the application. 

4a) Of the above claim(s) 

5) D Claim(s) is/are allowed. 

6) E| Claim(s) 11-31 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

1 0) Q The drawing(s) filed on _ is/are: a)D accepted or b)Q objected to by the Examiner 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 85(a) 

1 «n T R h ePla T ent dra ™ 9 Sh6et(S) indUdin9 C ° rreCti0n IS reqUir6d if the drawin 9< s ) is o*ctod to. See 37 CFR 1 121(d) 

1 1) Q The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 1 1 9 

12) Q Acknowledgment is made of a claim for foreign priority under 35 U S C § 1 l9(aHd) or m 
a)D All b)Q Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No 

3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)) 
* See the attached detailed Office action for a list of the certified copies not received. 


Attachment(s) 

Notice of References Cited (PTO-892) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1 449 or PTO/SB/Ott 

Paper No(s)/Mail Date . 


U.S. Patent and Trademark Office 
PTOL-326 (Rev. 1-04) 


4) D Interview Summary (PTO-413) 

Paper No(s)/Mail Date. 

Notice of Informal Patent Application (PTO-152) 
6) □ Other: _. 


Office Action Summary 


Part of Paper No./Mail Date 20040922 


Application/Control Number: 09/870 392 „ „ 

a tt . ' rage 2 

Art Unit: 3763 

DETAILED ACTION 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of makina 
and usmg lt , insuchfull clear, concise, and exact terms as to enable any person ASaJS^SSt* 
pertains or wim which ,t ,s most nearly connected, to make and use the same and shall set form thS test mode 
contemplated by the inventor of carrying out his invention. 

Claims 1 1-30 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the enablement requirement. The claim(s) contains subject matter which was not described in 
the specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention. Specifically, the application 
lacks support for the claimed recitations of "a lancer removably mounted in said hnndna" in 
claim 1 and " a second compartment adapted to removably receive and store a lan^r" in c i aim 
24. [Emphasis added] While claim language is viewed broadly and the specification is looked 
to in order to further understand the claims, the instant disclosure does not teach any part of the 
lancer that could be construed as "mounted in the housing" or "a second compartment on the 
housing to removably receive and store a lancer". 

In the Remarks section of the correspondence received on 3/14/2002, Applicant tries to 
assert that locking means 3 1 are a pair of hooks that are received in the housing. Locking means 
(3 1) are taught in the specification but are never further described to include hooks or any other 
structure. Additionally, the figures provide no further information regarding the locking means 
(31). The figures show element 3 1 as a quadrilateral shape, however one cannot tell if this 
structure extends from the lancer or is a recessed space (opening) that another member would 
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insert into. Furthermore, the quadrilateral shape could depict a "black box" element that depicts 
an entirely different intended structure. 

Also, no reference to a compartment, or any similar language, that receives the lancer can 
be found in the specification. Additionally, the figures do not depict a compartment structure for 
receiving and storing the lancer. Conversely, the pictures more correctly show a concave portion 
on the lancer (surface with locking means 3 1 : fig 3) that receives the housing (30). 


Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 

Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over Castellano et al 
(USPN 5,728,074). Castellano discloses a housing (400), a monitor (442) integrally disposed in 
the housing, a medication delivery pen (22: see fig 25c), and a lancer (424) removeably secured 
to the housing. See figure 25a and 19:18-20:39. Castellano fails to include the delivery pen 
being removably mounted in the housing. 

However, at the time of the invention, it would have been obvious to make the pen 
removeable from the housing. Making the pen removable is supported by the court and by 
common knowledge in the art. 
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The court has held that if making a component of a device removeable were desired then 
it would be obvious to make it so for that reason. In re Dulberg, 289 F.2d 522, 523, 129 USPQ 
348, 349 (CCPA 1961) (The claimed structure, a lipstick holder with a removable cap, was fully 
met by the prior art except that in the prior art the cap is "press fitted" and therefore not manually 
removable. The court held that "if it were considered desirable for any reason to obtain access to 
the end of [the prior art's] holder to which the cap is applied, it would be obvious to make the 
cap removable for that purpose"). See M.P.E.P. 2144.04. In the instant case, one would desire 
removing the pen of Castellano upon failure of the pen to function while the rest of the system 
was still usable with the desire to replace the pen. 

Allowable Subject Matter 

Claims 11-30 allowed. 


Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Catherine S. Williams whose telephone number is 703-308-4846. 
The examiner can normally be reached on Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas D. Lucchesi can be reached on 703-308-2698. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an , application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 


Catherine S. Williams (%0. 
September 22, 2004 
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